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DETAILED ACTION 

Response to Amendment 

Applicant's amendment and argument filed September 12, 2008 in response to the non- 
final rejection, are acknowledged and have been fully considered. Any rejection and/or objection 
not specifically addressed is herein withdrawn. 

Applicant has amended the claims by introducing new claims 52-55. Claims 1-18, 23, 31, 
34, 42 and 43 are canceled claims. Claims 19-22, 24-30, 32, 33, 35-41, and 44-55 are pending, of 
which claims 19-21, 29, 38-41, and 44-55 are withdrawn as being directed towards non-elected 
inventions/species. Claims 22, 24-28,30, 32, 33, 35-37 are pending and have been examined on 
the merits to the extent of the elected invention/species (guar gum, collagen). Please note, to the 
extent that species other than the elected species are presented in the arguments below, said 
species are presented to demonstrate the non-allowability of the generic invention. 

Claim Objections 

Claims 22, 24-28,30, 32, 33, 35-37 are objected to because of the following informalities: 
The phrase "one or more viscous soluble fiber(s) and...protein(s)" appears to be an inadvertant 
variant/typographical error of the phrase "one or more viscous soluble fiber and... protein". 
Appropriate correction is required. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 33 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claim 33 is indefinite because the phrase "based on" is unclear. The phrase is unclear 
because it is unclear how a weight (e.g. the minimal feature(s)) is "based on" the total weight of 
the composition. Thus one would not be apprised as to th subject matter Applicant intends to 
embrace by the claim, thereby rendering the claim indefinite. Please note, however, this ground 
may be overcome by reciting, for example, ". . .10% by weight of the total weight of the 
composition." 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for p;itcnt in the United States. 

Claims 22, 26-28, 30, and 35-37 are/remain rejected under 35 U.S.C. 102(b) as being 
anticipated by BELL (A:PTO-892 3/26/07: US 6,210,686, of record). 

The claims are generally directed to a composition comprising one or more viscous 

soluble fibers and one or more viscosity-lowering proteins. The dependent claims are further 

drawn to the form of the composition (a drink) and the source of fiber and/or protein. 

BELL teaches cholesterol level effecting composition (column 3, lines 50-62) that 

comprises fibers, including P-glucan (column 1, lines 44-58; column 3, lines 50-53), and protein, 

including whey protein, egg, and soy protein (column 5, lines 34-41). Bell also teaches that the 

composition includes a variety of product forms, including as a beverage or another oral 

composition (column 6, lines 41-44; column 7, line 26). Bell teaches that P-glucan from yeast 

has advantages over other forms of fiber; that yeast P-glucan functions to improve serum 



Application/Control Number: 10/51 6,600 Page 4 

Art Unit: 1651 

cholesterol levels (column 3 lines 50-62); and that the invention may also comprise individual or 
several ingredients including multiple proteins or fibers (column 5, lines 5-62). 

Though Bell is silent regarding the elected species, Bell is applicable in demonstrating 
the unpatentability of the generic invention over the prior art. 

Claims 22, 23, 26-28, 30, and 35-37 are/remain rejected under 35 U.S.C. 102(b) as being 
anticipated by JAUSSAN (AU 9873 1 18 A, of record). 

The general teachings of the claims are above. Additionally, the dependent claims are 

drawn to proportions/ratios of components and the rheological properties (viscosity) of the 

composition. 

JAUSSAN teaches a diabetes-treating composition comprising a protein (from milk, 
whey, casein, soy, rice, pea, and/or oat protein (page 4, lines 28-33)) and a viscous soluble fiber 
(guar gum, xanthan gum, gum Arabic, pectin, and/or P-glucan fl|5-6, page 3). Jaussan also 
teaches the composition has a viscosity of less than 500 mPa-s (1 Pas = 1 kg/m-s), including a 
composition having a viscosity of less than 0.04 kg/m-s, including 0.023 kg/m-s fl|3, page 6; Ifl, 
page 9; Tfl, page 13) and blending the composition with water to form a liquid composition 
(pages 6-7). Jaussan teaches a composition having the 1.0 g soluble fiber (0.5g pectin or gum 
arabic per 100ml sample (page 4, line 26; examples 1 and 2) and 3.8 g per 100 mL caseimsoy 
protein (1:1) (examples 1 and 2). Jaussan thus teaches a composition comprising a soluble fiber: 
(soy) protein ratio of between 0.01:1 and 20:1, by teaching aratio of 0.26:1 (w/w) (0.5:1.9 = 
0.26:1). 

Though Jaussan is silent regarding the elected species of collagen, Jaussan is applicable 
in demonstrating the unpatentability of the generic invention over the prior art. 
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Claims 22, 25-27, 30, 33, 35, and 36 are/remain rejected under 35 U.S.C. 102(b) as 
being anticipated by SHIMIZU (US #6,589, 511, of record). 

SHIMIZU teaches an orally administered (periodontal) composition comprising 

viscosity-modulating agents including the viscosity-increasing ingredients collagen and guar 

gum, including combining one or more of the members including collagen and guar gum (claim 

12; column 4, ]fl). Shimizu also teaches that the viscosity-increasing agent (which includes the 

member guar gum) is from 0.05% to 10% by weight (claim 2). 

Claims 22, 25-27, 30, 33, 35, and 36 are/remain rejected under 35 U.S.C. 102(b) as 
being anticipated by LAUGHLIN (US #5,470,839, of record). 

LAUGHLIN teaches an oral/enteric composition comprising guar (or gum arabic) and 

casein in the ratio of 0.15:1 (w/w) (7/45= 0.15/l)(example, column 6-7). Laughlin also teaches 

the composition has a viscosity of 90cPs max (example, column 6-7). 

Claims 22-28, 30, 32, 33, and 35-37 are/remain rejected under 35 U.S.C. 102(b) as being 
anticipated by OHTA (EP 0323510, of record). 

OHTA teaches a composition comprising a protein and fiber, including casein and 

carageenan in liquid form (page 5; figures 5 and 8). Ohta teaches that liquid form is maintained 

in contact with gastric juices when protein in the composition is below half as that of the fiber 

component (abstract; page 5 1(1-2). Ohta teaches modifying the ratios of fibenprotein or 0.1:1 

through 2:1 (example 5, page 12) . OHTA also teaches modifying pH and temperature to affect 

viscosity, including effecting a viscosity below lOOcPs, including less than 50cPs (figure 1). 

Ohta also teaches the formulation of the composition for food for diabetic/glucose-intolerant 

patients (page 18). 

Claims 22, 26-28, 30, and 35-37 are/remain rejected under 35 U.S.C. 102(b) as being 
anticipated by HEATH (GB 2021948 A, of record). 
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HEATH teaches a composition comprising guar gum and a protein coating including the 

use of casein, soy, or gluten in the coating (column 1; claims). 

Claims 22-28, 30, 32, 33, and 35-37 are/remain rejected under 35 U.S.C. 102(b) as being 
anticipated by MALLANGI (US 6355609 Bl, of record). 

MALLANGI anticipates the claims by teaching a nutritional composition comprising 

fiber and protein, including guar gum and hydrolyzed whey protein (for example table 1; claims 

1-23, especially 10, 18, 19, and ("enteral solution''') claim 20). Mallangi also teaches component 

proportions, that the compositions have viscosity, and that the compositions have use in 

nutritional/enteric compositions and in the range of guar gum:protein of approximately 0.01-10% 

((0.25%-1.0%): (10-25%)) of the caloric content of the composition (column 3, Detailed 

Description, ]|3; Experiment No. 1; claims). 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims 
was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point 
out the inventor and invention dates of each claim that was not commonly owned at the time 
a later invention was made in order for the examiner to consider the applicability of 35 
U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 22, 24-28, 30, 32, 33, and 35-37 are rejected under 35 U.S.C. 102(b) as 
anticipated by (to the extent supra) or, in the alternative, under 35 U.S.C. 103(a) as obvious over 
BELL, JAUSSAN, SHIMIZU, LAUGHLIN, OHTA, HEATH, or MALLINGI (of record, herein 
referred to collectively as "BELL, JAUSSAN, et al"). 
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The cited reference discloses a composition comprising components (including for 
example beta-glucan, whey protein, etc. and combinations thereof) which appear to be identical 
to the presently claimed composition since the compositions contain the same minimally- 
required chemical compounds. Consequently, the claimed composition appears to be anticipated 
by the references. 

In the alternative, even if the compositions (with respect to a particular viscosity/viscosity 
range, or "about" a particular percent or viscosity) is not identical to the referenced composition, 
with regard to some unidentified characteristics, the differences between that which is claimed 
and that which is disclosed, is so slight that the referenced composition is likely to inherently 
possess the same characteristics of the claimed composition, particularly in view of the similar 
characteristics which they have been shown to share (e.g. the component chemical features in 
combination in the composition). Thus, the claimed composition would have been obvious to 
those of ordinary skill in the art within the meaning of 35 USC § 103(a). 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if not 
anticipated by the reference, especially in the absence of sufficient, clear, and convincing 
evidence to the contrary. 

Response to Arguments (35 USC 102 and 102/103) 

Applicant has argued that BELL, JAUSSAN, et al do not disclose a viscosity-lowering 
function/use of the protein. Applicant has also argued that BELL, JAUSSAN, et al do not recite 
the claimed viscosity or include additional components (e.g. inulin/hydrolysates). Applicant has 
argued that Laughlin may comprise casein, whey protein, etc. (remarks, page 16, |2) but that the 
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components do not function in the manner of the viscosity-lowering components of the instant 
claims. 

Applicant's arguments have been fully considered; however, they have been found to be 
not persuasive, for the reasons of record and those below. 

Applicant discloses that "the hydro lysis.. may occur in vivo, i.e. after ingestion of the 
composition" (Specification, page 4, lines 8-10) and the instant claims do not require a viscosity, 
but rather a mere desireable potential/ability to lower viscosity at room temperature. 
Accordingly, wherein orally-administered compositions would hydrolyze in the oral 
cavity/stomach, the prior art compositions arc still deemed to anticipate the instant claims. Still 
further, the claimed viscosity of "about 500 mPA»s", or an increased/decreased viscosity, or 
"about" a particular ratio or weight percent, absent a definition as to the limits of "about" or an 
objective line demarcating viscous versus non-viscous compositions viscosities, one may also 
broadly and reasonably interpret "about" 500 mPA»s to embrace a broad range of viscosities, 
including compositions with viscosities intrinsic to the compositions of the prior art. 

In response to applicant's argument that the collagen, whey protein, egg protein, etc. of 
the prior art have use or functions other than the intended viscosity-lowering use/function, a 
recitation of the intended use of the claimed invention must result in a structural difference 
between the claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the intended use, 
then it meets the claim. 

In response to Applicant's arguments that the viscosity is lowered prior to administration 
and thus fail to show certain features of applicant's invention, this is not found to be persuasive 
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for the reasons above and because, the features upon which applicant relies (i.e., time of 
administration, criticality of some undisclosed viscosity, criticality of some undisclosed feature 
of the claimed component compounds, degree, mode, or minimal structural core feature of 
"moderately hydrolyzed" protein correlated to viscosity-lowering properties) are not recited in 
the rejected claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). 

Please note, since the Office does not have the facilities for examining and comparing 
Applicants' composition with the composition of the prior art, the burden is on applicant to show 
a novel or unobvious difference between the claimed product and the product of the prior art. 
See In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re Fitzgerald, 619 F.2d 67, 
205 USPQ 594 (CCPA 1980), and "as a practical matter, the Patent Office is not equipped to 
manufacture products by the myriad of processes put before it and then obtain prior art products 
and make physical comparisons therewith." In re Brown, 459 F.2d 531, 535, 173 USPQ 685, 
688 (CCPA 1972). 

Claim Rejections - 35 USC § 103 

The relevant portion of 35 USC 103(s) is as presented above. 

Claims 22, 24-28, 30, 32, 33, and 35-36 are/remain rejected under 35 U.S.C. 103(b) as 
being anticipated by GUNTER (US 3,889,007) or WITTWER (US 4,478,658) 

The general teachings of the claims are above. 
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GUNTER and WITTWER teach the components collagen and guar gum (e.g. gunter, 
claims 1 and 8; Wittwer, e.g. claims 6, 8). Whereas Gunter and Wittwer are silent with respect to 
a composition comprising both guar gum and collagen components, it would have been obvious 
to have provided a composition comprising both of the components, because collagen and guar 
gum were known individually in food/edible compositions. One would have been motivated to 
have combined guar gum and collagen because Gunter teaches that the components are useful for 
the same purpose as food organic binders and because Wiwwer teaches that the components are 
useful as film- forming materials wherein "the film forming material may be selected from the 
group consisting of gelatin, collagen, cellulose, cellulose ethers and esters, modified and 
unmodified starches, substituted and unsubstitutcd polyvinyl acetate, polymers and co-polymers 
of acrylic acid and methacrylic acid, and their salts and esters, natural gums such as gum arabic, 
gum tragacanth, locust bean gum, guar gum, and mixtures of the above " (Wittwer, column 4/5). 
One would have had a reasonable expectation of success in making a composition comprising 
guar gum and collagen because success merely requires the contacting of known components in 
a known and predictable manner, and especially in the absence of objective evidence to the 
contrary or which would preclude the components from providing a composition to the extent 
instantly claimed. 
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Gunter is relied upon for the reasons discussed above. If not expressly taught by Gunter, 
based upon the overall beneficial teaching provided by this reference with respect the use of 
collagen/guar gum and the general benefit of optimizing the components of the food composition 
(which would directly of indirectly optimize the collagen/guar gum concentrations) in the 
manner disclosed therein - Gunter is deemed to have about the requisite features to the extent 
claimed or, in the alternative - the adjustments of particular conventional working conditions 
(e.g., determining one or more suitable concentration ranges in which to obtain a composition), is 
deemed merely a matter of judicious selection and routine optimization which is well within the 
purview of the skilled artisan. 

From the teachings of the reference, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Claims 22, 24-28, 30, 32, 33, and 35-37 are/remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over NAKAYAMA (US 6,287,623, of record). 

NAKAYAMA teaches a drink composition comprising a protein and gelling agent 
(claims 9, 19, and 29), including a composition comprising casein and agar (example 8). 
Nakayama teaches the food and drink composition having a viscosity of not greater than 20 
centipoise (20cPs = 20mPa-s)(claims 9,19,29). Nakayama also teaches using gelling agents, 
including guar gum; varying/adding amounts of gelling agent; and using one or more proteins, 
including collagen/gelatin (columns 3, 6, and 7). Nakamaya also teaches modifying the 
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composition based on the desired end product. In particular, Nakamaya teaches (a) optimizing 
the protein content to effect the desired smoothness of the product, including optimizing protein 
to be between 0. 1 to 10% by weight and further optimizing to between 0.5 and 7% protein by 
weight (column 4, ]f4; column 6, T[6); (b) optimizing the amount of gelling agent, including 0.1- 
1.0% (agar) by weight (column 6, K 2); (c) direct measurement or, as needed to reduce viscosity 
in more viscous samples, dispersion with (500mL) water of a gelling-agent-containing drink 
compositions (column 7, Tfl-3); and (d) a ratio of fiber (gelling agent) to viscosity-lowering 
protein (protein) of 0.06:1 (see column 14, example 8: casein/agar = 0.26/3.6 = 0.06/1). 

To the extent that Nakayama is silent regarding the elected species combination of 
collagen and guar gum, it would have been obvious to one of skill to make a collagen-and-guar 
gum composition for the reasons below. 

Please note that the terms that describe the species (e.g. guar gum) as a "gelling agent", 
"viscosity-increasing agent", "viscous, soluble fiber", etc. presented below are relative 
descriptors of the intrinsic properties of each compound, such that, the compound (e.g. guar 
gum) is inseparable from it's identity as a gelling agent, viscous soluble fiber, viscosity- 
increasing agent, etc. 

Wherein Nakamaya teaches a liquid nutrient composition having protein and gelling 
agent comprising casein and agar (example 8), it would have been obvious to substitute the 
protein, casein, and gelling agent, agar, with collagen and guar gum, because Nakamaya teaches 
that any one or more proteins which may be used in food and drink may be used as the protein 
source, including collagen and/or casein(column 3, TJ1). Regarding the gelling agent, it would 
have been obvious to substitute agar with guar gum, because Nakamaya teaches that any suitable 
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edible gelling agent may be used as the gelling agent source, including guar gum and/or agar 
(column 6, TJ3). One would have been motivated to substitute collagen and guar gum, because 
Nakamaya teaches a finite list of species of proteins/gelling agents, which includes collagen/guar 
gum, and because Nakamaya teaches that any one or more of these species may be used in the 
invention. One would have had a reasonable expectation of success in combining the 
compositions comprising collagen/guar gum, because Nakamaya teaches compositions 
comprising protein and gelling agent and because, absent evidence to the contrary, the success of 
the combination of the two components, including collagen and guar gum depends merely upon 
the independent properties as protein and gelling agent. 

To the extent the claims are also drawn to the elected species of guar gum:collagen ratios 
and viscosity of guar gum and collagen comprising compositions, though Nakamaya is silent 
regarding the ratio of guar gumxollagen or the viscosity of the combination with this species, 
Nakamaya teaches the general benefit of varying the composition components which includes 
the benefit of enhancing the texture, taste, and feel of the compositions. Varying the component 
proportions would necessarily affect the viscosity of the composition and Nakamaya further 
teaches the benefit of producing a product which has a viscosity less than 20cPs has a desirable 
smoothness (column 7, If 2) and effecting a variety of viscosities (liquids, jellies, etc) in product 
preparations (see examples 1-8). 

Nakamaya is relied upon for the reasons discussed above. If not expressly taught by 
Nakamaya, based upon the overall beneficial teaching provided by this reference with respect 
reagent/component ratios and viscosity in the manner disclosed therein, the adjustments of 
particular conventional working conditions (e.g., determining the optimal ratios of components 



Application/Control Number: 1 0/5 1 6,600 Page 1 4 

Art Unit: 1651 

to effect a desirable viscosity), is deemed merely a matter of judicious selection and routine 
optimization which is well within the purview of the skilled artisan. 

From the teachings of the reference, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Please note, since the Office does not have the facilities for examining and comparing 
Applicants' composition with the composition of the prior art, the burden is on applicant to show 
a novel or unobvious difference between the claimed product and the product of the prior art. 
See In re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re Fitzgerald, 619 F.2d 67, 
205 USPQ 594 (CCPA 1980), and "as a practical matter, the Patent Office is not equipped to 
manufacture products by the myriad of processes put before it and then obtain prior art products 
and make physical comparisons therewith." In re Brown, 459 F.2d 531, 535, 173 USPQ 685, 
688 (CCPA 1972). 

Response to Arguments 

Applicant has also argued that NAKAYAMA does not teach, suggest, or disclose all of 
the elements of the present claims and the reasons as argued for BELL, JAUSSAN, et al. 

Applicant's arguments that the claims are not obvious over Nakayama are not persuasive, 
for the reasons of record in 35 USC 102 and in 35 USC 102/103, supra. In brief, Nakayama 
teaches that the composition comprises the minimally required components which appears to be 
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identical or in the alternative obvious over the instantly claimed component 
chemicals/ combinations . 

Additionally, the arguments of record drawn to NAKAYMA are maintained, because a 
reference is good not only for what it teaches by direct anticipation but also for what one of 
ordinary skill in the art might reasonably infer from the teachings. (In re Opprecht 12 USPQ 2d 
1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 1976). In light of the discussion 
of record (see above), the Examiner concludes that the subject matter defined by the instant 
claims, if not anticipatory, would have been obvious within the meaning of 35 USC 103(a). 

From the teachings of the reference of Nakayama, it is apparent that one of ordinary skill 
in the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in 
the art at the time the invention was made, as evidenced by the references, especially in the 
absence of objective evidence to the contrary or to the criticality of some undisclosed features. 

No claims are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AARON J. KOSAR whose telephone number is (571)270-3054. 
The examiner can normally be reached on Monday-Thursday, 7:30AM-5:00PM, ALT. 
Friday,EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on (571) 272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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